CENTRAL MARKS DEPARTMENT-2

Ref: CMD-11/16:14625 27 11 2015

Subject: Switchover guidelines for revised Indian Standard Specification IS 14625:2015
for Plastic Feeding Bottles.

1. Indian Standard Specification for Plastic Feeding Bottles as per IS 14625:1999 has
been revised as IS 14625:2015 for Plastic Feeding Bottles. The concurrent running
of the previous version of the standards is permitted upto 19 February 2016 as per the
gazette notification dated 19.08.2015 . All ROs /BOs have also been informed vide
our mail dated 04.09.2015 to bring the revised standard and the date of cancellation
of the earlier version of the standard i.e. on 19 02 2016 to the notice of the concerned
licensees/applicants.

2. The main changes effected in revised IS 14625:2015 are as follows :

(1) All modifications carried through 5 amendments issued on existing version
have been incorporated.

(11) Use of polycarbonate as a material for manufacturing infant feeding bottles
have been deleted.

(Please refer Foreward of IS 14625:2015)

(ii1) The requirement of migration of certain elements mentioned at Table-1 of ISS
for heavy metals, antimony, arsenic, chromium, mercury, cadmium, lead, barium
& selenium has been incorporated.

3. Revised STI, Doc:STI/14625/5, November 2015 taking into consideration all
the changes introduced in the revised standard IS 14625:2015 is enclosed.

4. In order to implement the revised Standard vis-a-vis Scheme of Testing and
Inspection, following procedure shall be adopted:

For existing licensee:

@) Endorsement in the licence as per revised standard shall be made after obtaining
the following documents from the licensees:
(a) Declaration regarding availability of testing equipment as per revised
specification on CMD/PF 306.
(b) Acceptance of revised STL
(c) Test report indicating conformity of the product to the revised specification (In-
house factory test report/independent test report)

(i1))  An early inspection shall be planned to verify the availability of testing equipment as
per revised standard with the licensees after obtaining declaration on CMD/PF 306.
During the inspection sample shall be drawn for independent testing to ensure
conformity of the product to the revised standard.



(iii))  Action shall be taken as per OMPC 2004, if the licensee fails to submit the
acceptance of STI in stipulated time. Likewise, in case sample drawn during
inspection fails in factory/independent testing as per the revised version, further
actions are to be taken as per OMPC 2004.

For Applicants:
(1) All new applications may be recorded and processed as per revised IS
14625:2015.
(i1) In case applicant sample is already tested, the GOL shall be processed as per as

per the old/revised version of the Specification as requested by the firm. However,
in case the GOL has been processed as per the old version of the Specification, an
undertaking shall be obtained from the firm that the actions required as per
revised IS 14625:2015 shall be completed before 19 February 2016.

(i11))  In case applicant sample is yet to be tested by Lab, necessary action
may be taken immediately by BO for considering the case as per IS
14625:2015 after consulting the applicant.

Revised STI Doc: ST1/14625/5, October 2015 will be implemented and will run
concurrently with the earlier version of the STI till 19 February 2016 after which
the earlier version of the STI will cease to exist.

Submitted for approval please

( 'V K Diundi)
Sc.F(CMD-II)

Head CMD-1I

All ROs/BOS
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SCHEME OF TESTING AND INSPECTION
FOR CERTIFICATION OF
PLASTIC FEEDING BOTTLES
ACCORDING TO IS 14625:2015
(First Revision)

Laboratory - A laboratory shall be maintained which shall be suitably equipped and
staffed to carry out the different tests in accordance with the methods given in the
Indian Standards.

Test Records - All records of analysis and tests shall be kept in suitable forms
approved by the Bureau of Indian Standards.

Copies of any records or charts that may be required by the Bureau shall be made
available at any time on request.

Quality Control - It is recommended that, as far as possible, Statistical Quality
Control (SQC) methods may be used for controlling the quality of the product as
envisaged in this scheme [See IS 397 (Part 1), IS 397 (Part 2) and IS 397 (Part 3)].

All the testing instruments/equipment are required to be brought under calibration
control, as per frequency to be decided depending upon the usage.

In addition, effort should be made to gradually introduce a Quality Management
System in accordance with IS/ISO 9001.

Standard Mark -The Standard Marks(s) as given in Column (1) of the First Schedule
of the licence shall be permanently printed on each bottle packed in the carton to
which this mark thus applied conforms to every requirement of the specification.

Marking — In addition, the following markings shall be given as per clause 7.2 of IS
14625:2015.

Each bottle shall be permanently marked with scale mark.
Each carton containing the bottle shall be permanently marked with the following

a) Name of the product; Plastic feeding Bottles (excluding teats);

b) Material — Polypropylene (PP) /Polyethersulfone (PES), olefin based polymer, Co-
polyester material or other raw material given in Annex A of standard.

¢) Indication of the source of manufacture and trade-mark, or the company responsible
for placing the product in the market, if any;

d) Nominal capacity;

e) Batch No. and Code No;

f) Month and year of manufacture;

g) Name and address of manufacturer;

h) Any other information required by the purchaser;

i) The bottle shall be cleaned and sterilized before each use as per manufacturer’s
instructions and ;

J) Made from plastics materials meant for food contact applications indicating material
used;
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k) Product symbol in line with IS 14534; and

1) Instructions for use and hygienic care of the product shall be printed in
English/Hindi/regional language and may be included in a separate Leaflet placed in
or/on the product as given in 7.2.2.

5.3

5.3.1

5.3.2

5.3.3

5.34

6.0

Instructions for Use

The following information shall be provided:

a) Information for the safe use of the product; and

b) Information on unsuitable common methods of heating which might damage the
product.

For re-usable products, the following additional instructions shall be provided:

a) At least one method of cleaning;
b) Before first use, clean the product; and

For products with feeding accessories, the following ‘WARNINGS’ shall be provided
in the form given:

For your child’s safety and health

WARNING -

a) Always use this product with adult supervision.
b) Always check food temperature before feeding.

¢) Keep all components not in use out of the reach of children.

*Note: It is recommended that the supplier of feeding bottles include informative
literature to explain the reasons and back ground for these warnings.

Heating in a microwave oven may produce localized high temperatures.
For product where microwave heating is recommended as a suitable method of food
preparation the following instruction shall be provided although alternative wording is

permitted:

Take extra care when microwave heating. Always stir heated food to ensure even heat
distribution and test the temperature before serving.

PACKING :

The bottles shall be packed as per clause 7.1 of IS 14625:2015.
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Levels of Control — The tests , as indicated in Table 1 and at the levels of control
specified therein, shall be carried out on the entire production of the factory covered
by this Scheme and appropriate records and charts maintained in accordance with
Paragraph 2.0 above. All the production which conform to the Indian Standard and
covered by this licence shall be marked with the Standard Mark.

Control Unit — For the purpose of this scheme, plastic feeding bottles of same
nominal capacity and of same material polypropylene (PP) / Polyethersulfone (PES)
and or other material as specified in the standard manufactured from the same
consignment of raw material in a day/shift (if production is in more than one shift in a
day) shall constitute one control unit.

The number of bare naked plastic feeding bottles in a consignment got manufactured
and received from BIS licensee of same nominal capacity and same material
manufactured in a day shall constitute one control unit. The moulder shall also
provide a test certificate for tests carried out by them in process Quality Control
mainly for Design, Shape and Size manufacture, Workmanship, Finish and
Appearnace, Capacity, Capacity scale (for engraved Bottle only), Neck dimension
and Wall thickness. (*see Tables).

On the basis of test results, decisions regarding conformity or otherwise of a control
unit to the given requirement of the specification shall be made.

In respect of all the clauses of the specification the factory shall maintain appropriate
controls and checks to ensure that their product conforms to the various requirements
of the specification.

Only those finished products which meet all the requirements of the specification
shall be considered fit for marking with Standard Mark.

9. RAW MATERIAL: The raw material used for manufacturing the Plastic Feeding Bottles
and accessories excluding teats shall be in accordance with clause 4.1 of IS 14625:2015. Each
consignment of the raw material shall be tested for all requirements and records shall be
maintained. No testing is required in case the raw material is supplied with supplier’s test
certificate.

10.0

10.1

10.1.1

ADDITIONAL REQUIRMENTS FOR ECO-MARK (OPTIONAL)

The product shall conform to the requirements for quality, safety and performance
prescribed in the standard.

Environmental Consent clearance as per the provisions of The water (Prevention and
Control of Pollution) Act, 1974 and The Air (Prevention and control of pollution)
Act, 1981 along with the authorization, if required under The Environment
(Protection)  Act, 1986 shall be up to date and shall be produced to BIS.
Additionally, provisions of  Prevention of Food Adulteration Act, 1954 and Drugs
and Cosmetic Act, 1940 and Rules thereunder shall also be complied, wherever
necessary.
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The product must display a list of critical ingredients in descending order of quantity

present expressed as percent of the total. The list of such ingredients shall be
identified by Bureau of Indian Standards.

The product packaging shall display in brief the criteria based on which the product
has been labeled as Environment friendly.

The product used for product packaging shall be recyclable or biodegradable.

It shall also suitably mention that ECO-Mark label is applicable only to the
packaging material/package, if content is not separately covered under ECO-Mark.
It may be stated that ECO-Mark is applicable to the product or packaging material or
both.

Rejection — A separate record shall be maintained giving information relating to the
rejection of unit of plastic feeding bottles which do not conform to the
specification and the method of their disposal. Such material, if packed in containers,
shall in no case be stored together with that conforming to the specification.

Samples — The licensee shall supply, free of charge, the sample or samples required
in accordance with the Bureau of Indian Standards (Certification) Regulations from
his factory or godown. BIS shall pay for the samples taken by it from the open
market.

Replacement — Whenever a complaint is received soon after the goods with the
Standards Mark have been purchased and used, and if there is evidence the goods
have not been misused, defective goods or their components shall be replaced or
repaired free of cost by the licensee in case the complaint is proved to be genuine
and the warranty period (where applicable) has not expired. The final authority to
judge conformity of the product to the Indian standard shall be with BIS. The firm
should have its own complaint investigation systems as per IS/ISO 10002.

In the event of any damages caused by the goods bearing the Standard Mark, or claim
being filed by the consumer against BIS Standard Mark and not “conforming to” the
relevant Indian Standards, entire liability arising out of such non conforming product
shall be of licensee and BIS shall not in any way be responsible in such cases.

Stop Marking- The marking of the product shall be stopped under intimation to BIS,
if at any time, there is some difficulty in maintaining the conformity of the product to
the specification or the testing equipment goes out of order. The marking may be
resumed as soon as the defects are removed under intimation to BIS.

The marking of the product shall be stopped immediately if directed to do so by BIS
for any reason. The marking may then be resumed only after permission by BIS. The
information regarding resumption of marking shall also be sent to BIS.

Production Data — The licensee shall send to BIS as per the enclosed proforma to be
authenticated by a Charted Accountant and by the manufacturer by giving an
undertaking, a statement of quantity produced, marked and exported by him and the
trade value thereof at the end of each operative year of the licence.
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Test Details Level of Control Remarks

CL Requirement Clause Test Method No. of Samples Frequency

Reference
4.1 Materials 4.1 IS 14625:2015 One Each Consignment Each consignment to be accompanied with
supplier’s test certificate. Otherwise the
material shall be got tested from outside lab for
conformity to respective IS before use.

4.2 Teats 4.2 IS 3565 One 1) Each consignment i) If purchased, each consignment to be
ii) Each mix of accompanied with supplier’s test certificate.
vulcanize at a time Otherwise the material shall be got tested from

outside lab for conformity to respective IS
before use.
ii) If produced in house, a) ISI Mark b) In-
house testing c¢) Outside lab d) Supplier’s
certificate of the material e) Combination of
any b to d.
5.1 Physical
Requirements
5.1.1 Description 5.1.1 IS 14625:2015 One/one % of Every hour/every | A drawing incorporating suitable design, shape
the consignment and size for each capacity shall be prepared &
consignment* endorsed by both purchaser and manufacturer.
5.1.2 Manufacture, 5.1.2.1 | IS 14625:2015 -do- -do-
Workmanship,Fi | 5.1.2.2
nish and
Appearance

5.1.3 Wall Thickness 5.1.3 IS 2798 Two/One % of | Every hour/every

the consignment
consignment*

5.14 Capacity 5.1.4.1 | IS 14625:2015 One/one % of | Every hour/every

the consignment
consignment*

5.1.4.2 | Capacity Scale 5.1.4.2 | IS 14625:2015 -do- -do-

Permanency of 5.1.42 | Annex B of IS Three Every seventh control | Only for those bottles which have printed scale
pigment 14625:2015 unit & graduation
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5.2 Chemical

Requirements
5.2.1 Migration of IS 14625:2015

Certain Elements

1) Antimony IS 15303 One Once in every three

months

ii) Arsenic 1S 3025 (Part 37) -do- -do-

1i1) Chromium IS 3025 (Part 52) -do- -do-

iv) Mercury IS 3025 (Part 48) -do- -do-

v) Cadmium IS 3025 (Part 41) -do- -do-

vi) Lead IS 3025 (Part 47) -do- -do-

vii) Barium IS 1699 -do- -do-

viii) Selenium 1S15303/1S3025 -do- -do-

(Part 56)

Remarks : Wherever sample size is more than one, all the samples shall pass the test.

IS 14625:2015

PLASTIC FEEDING BOTTLES

TABLE 1 LEVELS OF CONTROL
(Para 6.0 of Scheme of Testing and Inspection)

Test Details Level of Control Remarks
Clause Requirement Clause Test Method No. of Frequency
Reference Samples
53 Performance
Requirements
5.3.1 Environmental Method 1 | IS 8747 Five Every Seventh One bottle shall be collected every hour subject to
Stress - Crack control unit minimum five bottles are to be tested from each
Resistance control unit whichever is higher.
5.3.2 Transparency Annex C | IS 14625:2015 Three Once in two month

for each material
(Polypropylene/

Polyethersulfone  /
olefin based
polymer/co-polyster
material or other
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material as given in
Annex A of IS

14625:2015) or
change of
consignment of

material whichever is
earlier.

533 Leakage Test 533 IS 14625:2015 Ten Each control unit
5.3.4 Drop Test Annex D | IS 14625:2015 Three -do-
5.3.5 Ageing 5.35 IS 14625:2015 Three Every third control
Resistance unit
5.3.6 Compressive Annex E IS 14625:2015 Three -do-
Deformation
Resistance
5.3.7 Product 14 IS 2798 Three -do-
Resistance of
Printed
Containers
5.3.8 Migration Test IS 9845 One a) Every third control | Test to be carried out with both the stimulants.
unit with n-heptane
as stimulants.
One b) Once in a fortnight

with distilled water as
stimulant.
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APPENDIX |
PROFORMA FOR OBTAINING PRODUCTION DETAILS
(Period to be covered by the Report being to )*

Name and address of Licensee & CM/L No.

Name of Articles(s) & IS No.

Grade/type/Size/Variety/Class/ Rating

1. Brand/Trade Name(s) of BIS Certification Marked Products

2. Total production of the article(s) licensed for certification marking
2.1 Total production of the article(s) conforming to Indian Standard

3. Production covered with BIS Certification Mark and its approx value
a) Quantity

b) Value Rs.

3.1 Brand Name used on production covered under BIS Certification Mark
3.2 Calculation of marking fee on Unit-rate basis: Marking Fee per unit
a) Unit

b) Quantity covered with BIS Certification Mark

*Information to be filled up by BO before forwarding to the licensee.

Note: In case a clause is not applicable, suitable remarks may be given against it.

c) Marking fee rounded off in whole rupees as obtained by applying unit rates given in
(a) on quantity given in (b)

4. Quantity not covered with BIS Certification Mark. If any, and the reasons for such
non-coverage

4.1 Brand Name under which non certified goods were sold

5. Quantity Exported with BIS Standard Mark and its value
5.1 Brand Name under which BIS Certified goods are exported

6. Authentication by Chartered Accountant

7. Authentication by Manufacturer

(*Information to be filled up by BIS before forwarding to the licensee.)
Note: In case a clause is not applicable, suitable remarks may be given
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